
SECTION 5: 510(k) SUMMARY A
Submitter: Stryker Sustainability Solutions

10232 South 5 1't Street
Phoenix, Arizona 85044 SEP 26 2011

Contact: Amanda Babcock
Senior Regulatory Affairs Specialist
(480) 763-5300.(o)
(863) 904-2312 (f)
amanda .babcockCa~strvker.com

Date of preparation: August 3, 2011

Name of device: Trade/Proprietary Name: Reprocessed Electrophysiology
Catheters
Classification Name: Electrode recording catheter or electrode
recording probe

Predicate Device 510(k) Title Manufacturer

K081329 Reprocessed Electrophysiology Ascent Healthcare
Catheters Solutions

K060757 Inquiry Optima Plus Steerable Irvine Biomedical
Electrophysiology Catheter

K042775 lnquiryTm AFoCUSTM, lnquiryTM Irvine Biomedical
AFocuslITM, or lnquiryTM OptimaTM
Steerable Electrophysiology Catheter

K(010471 InquiryTm AFOCU5TM Steerable Irvine Biomedical
Electrophysiology Catheter

K(990958 Orthogonal TM Steerable Irvine Biomedical
Electrophysiology Catheter

K(982232 18-1 100 Bi-directional Steerable Irvine Biomedical
Electrophysiology Catheter

K961924 I BI-1 100 Steerable Electrophysiology Irvine Biomedical
Catheter

K946333 IBI1-1000'r m Electrophysiology Irvine Biomedical
Catheter

Device description: The Reprocessed Diagnostic Electrophysiology (EP) Catheters
are specially designed electrode catheters that transmit
electrical impulses and can be positioned for endocardial
recording or stimulation. Diagnostic EP catheters incorporate a
hand piece, a flexible shaft and a distal tip section containing
diagnostic electrodes. The distal tip of deflectable catheters can
be deflected into a curve by manipulating the hand piece.

Specific to the InquiryTM OptimaTM, OptimaTM Plus steerable
electrophysiology catheters: The catheter incorporates both a
deflectable shaft steering mechanism and a distal end with a
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variable loop diameter, which allows selection of diameters
within a specific range. The distal shaft may be deflected by
pushing and pulling the thumb control and the distal loop
diameter may be expanded or contracted by turning the rotating
knob.

Specific to the AFOCUSTM steerable and the lnquiryTM fixed curve
and steerable electrophysiology catheters: The catheters are
flexible and insulated catheters constructed of noble metal
electrodes and thermoplastic elastomer material. The control
mechanism located in the handle at the proximal end of the
catheter manipulates the tip of the steerable catheters. The
distal tip on the AFocuSTM catheter has been designed to
expedite the collection of electrogram recordings of a
circumferential area.

Indications for Use: Reprocessed Diagnostic Electrophysiology (EP) Catheters are
intended for temporary intracardiac sensing, recording,
stimulation, and electrophysiology mapping of cardiac structures.
The reprocessed I18I AFocusTh Steerable and the InquiryTM

Optima'm catheters are to be used to map the atrial regions of the
heart. The reprocessed Inquirytm fixed curve and steerable
catheters are commonly placed at the high right atrium, right
ventricular apex, and HIS bundle.

Technological The design, materials, and intended use of Reprocessed
characteristics: Electrophysiology Catheters are identical to the predicate

devices. The mechanism of action of Reprocessed
Electrophysiology Catheters is identical to the predicate devices
in that the same standard mechanical design, materials, and
sizes are utilized. There are no changes to the claims, intended
use, clinical applications, patient population, performance
specifications, or method of operation. In addition, Stryker
Sustainability Solutions' reprocessing of Electrophysiology
Catheters includes removal of adherent visible soil and
decontamination. Each individual Electrophysiology Catheter is
tested for appropriate function of its components prior to
packaging and labeling operations.

Performance data: Bench and laboratory testing was conducted to demonstrate
performance (safety and effectiveness) of Reprocessed
Electrophysiology Catheters. This included the following tests:

e Biocompatibility
* Validation of reprocessing
* Sterilization Validation
* Function test(s)
* Packaging Validation
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Performance testing demonstrates that Reprocessed
Electrophysiology Catheters perform as originally intended.

Conclusion: Stryker Sustainability Solutions concludes that the modified
devices (Reprocessed Electrophysiology Catheters) are safe,
effective, and substantially equivalent to the predicate devices
as described herein.

Stryker Sustainability Solutions Page 15
Reprocessed Electrophysiology Catheters

Traditional 510(k)



DEPARTMENT OF HEALTH & HUMAN SERVICES IPubilic [IC:,!11 H Seticc

109013Nc" Iiampshirc .4 venue
Doctinlm oto FRomi -\066-G609
si!v 'rSpimc. MID0 20993-002

Sux Lir SLustai nabiIi tv SoIlutions
c/o Amanda Babcock
Senior Regulatory A ffai s Special ist m
10232 South 5 1 Si Street.

Phloenix. AZ 85044

Re: [(112232
T1rade/Device Naime: Reprocessed Electropl-tysiologyv Catheters (See Enclosed List of'

Mlode Is)
ReguLlatory Number: 2 1 CER 870.1200
Regulation Naie: Diagnostic itravase tiar catheter
Regulator y Class: I I (twvo)
ProdcLIt Code: 74 NI-[-
Datedl: Au~gust 3,.20 11
Received: AugList 4. 2011

Dear N/Is. Babcock:

We have reviewed your11 Sction1 510(k) premarket notification of intent to market the device
ref'erencecl above and have determined the device is substantially equivalent (for the indications
('or Use stated in the enclosureC) to legally marketed predicate devices marketed in interstate
commerce prior to Mlay 28. 1976, the enactment date of'the Mledical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Dr ug.
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, theref'ore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act inllude req iremlents f-or annual registration, listing of'
devices, good manuLfa,'ctur1ing practice, labeling, and pith ibitions against misbranding and
adu Iteration -

I f your device is classi fled (see above) into either class I I (Special Controls) or class Ill (PMNA),
it may be subject to additional controls. Existinlg major reuldations affecting your1 device can be
f'ound in] thie Code o F Federal ReguMlations. Title 21. PartLS 800 to 898. In addition., FDA may,
pu1bl Iish fur ther announ1cemlents conlcrin y12 our device in the Federal Register.
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Please be advised that FDA's issuance of a substan"tial equivalenlce det~ ierm il (toes nlot mean
that FDA has madec a decter mination that vowi device complies With other' reqlLIlrerlents of the Act
or any Fed eral statutes 11nd reuLlations adminlistered b\y other becleral I agencies. YOU muLst
comply w ith all thie Acts requi-reents. IncIluding, but1 not Ilimitedl to: icistrationl and listing I1
CF-R Part 807); lbeling (2 1 CFR Bait 801I): medi cal dlevice reportingL (reporting of mledical
device-relIated ad verse events) (2 1 CF R 803);:oo man0C Ilafcturill- n a Ctlice ri-CI~remenlts as set
forth inl the tral i tv"\ Vsstem~s (QS5) r egullation (2 1 C FR Pat L820);' and if applicable, the electronic
product radiation conltrol provisions (Sections 531-542 of the Act); 21 CF-R 1000- [050.

If\IL you IF c~sispecI i c advice for yIour device onl o 11r [abel ing regu1-lation (2) CFR P~art 801) please
g o to http://wwwk .fda.gov/AboutF1DA/CentersO ffices/CDI'I-/CDIf-lO(ffiCes/uICIr I I 5809h1tml for
thie Center for Devices and Radiological IHeal tlh's (CD RIIs) Office of Comin ance. Also, p lease
nlote the regulation eniti ted, UN,] is branding by reltrence to premarker not[ificationl (2 1 CFR Part
807.97). For qILieStionIS regardling- the reporting of'ad verse Ceents underC the NMDR lZ eg0i I ati on (2 I
CFR Part 803)), please go to

httQ//ww~fa. oy/edicl Dvics/Sfet/Reortarobem/efal ttrnfor the CDRZI-I's 0 flice
of'SurIveillanlce anld Bi ometrics/Di vision of Postmarket Surveillance.

YOU may obtin other general in formation onl yotir responsibilities undler the Act from the
Division Of' SRI mall'nUfacttrrers, International and Consumer Assistance at its toll-free nu1.mber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yours,

-am D. Zueckerman. N4D.
Director
Division of Cardiovascular Devices
Of'fice of Device E.valuiation
Center for Devices and
Radiolog-ical Flealth

Enclostire
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list of ModO~els FoLund S17:

French
Item Numbiiier Description Sie E'lectrodes- S paci ng Ciurve
80001 IBi 1311 qiY Pie IC ur Ve 6F 10 2-5-2nim IosCIpIlsill
80002 1 131 Inqury Fixed Cur IVe 6F 1I( 2-5-Thim Cotirlnd
80003 1131 InqirV FixedI CurIVe 6: 10 2-8-2mm Special Curve
80051 1131 1Inquir FixedI CurI VC51 10 2111 -I Josephisol

80052 I1B3I Inquiry Fixed Cm rye 5F I0 2-5-2mm IJosephlsoni
80055 1131 [nquirN, Fixed Curv.%e 5 F 10 [ 2 - -2 iii Coiild
80063 1131 Inlquiry% Fixed CurIve 51k 10 .128 m Special Curv-%e
80064 1131 Inquy Fixed Curve SF 10o 2-8-2immi Special Cur ve
80065 1131 Inquiry Fixed Curve 5S: 10 2-5-2mm ISpecial Curve
801I1I6 I B i quiv Fixed Curve 6F I 0 2 in in1 Joseh soil
80131 [B31 iquiry Fixed Curve 4k F0 1111u1 Couriiand
80 132 [13I Inquiry FixedI CurVe 4F 10 2-5-2mm Cournau11d
80133 [131 Inquiry Fixed CurIve 4 F 10 21111 Josephson
80134 11131 Inquiry Fixed CLuVe 4 F 10 Sum] meho
M(135 1131 Inlquiry Fixed CurIve 4k F 10 2-5-2mm IJosephson
80137 1131 Inquir'y Fixed Curve'C 4F 10 5-50-5mmn Josephson 1
80138 I1131 Inquiry Fixed Curve 4kF 10 5-I10-5111mi Josephson I
80139 1131 Inquiry Fixed Cur Ve 6F 10 I2-8-2uun Special Curve
80404 [131 Inquiry Fixed CLuve 61I' 4 1 -- i1il Josephson
804105 11131 Inlquiry Fixed Curve 6F 4 2-5-2mm Josephson
804106 1131 Inquir y Fixed Curve 6 F j 4 51in1 1n Josephson
80407 -1131 Inquliry Fixed Curve 61- 4 I2mm Cool nand
80408 [131 ig u iry Fixed Cur ve 6F 4 I2-5-211in Cournand
804109 1 131 fInquiry Fixed Curve 61I7 4 5 n11i11 ConI ruandIC
804 11 1131 Inquliry Fix e Curve 6F 4 2-5-2mm11 Duliato
80412 -1131 Inquliry Fixed CurIve 6F 4 5mm Damnato
8041I3 I B Inq guiy Fixed Curve 61' 4 101 u i J IO~eis
804 14 1131 Inquiry FixedI Curve 61F 4 101111 CournaudIIC
80415 1131 Inquiry Fixed CurIVe 6kF 4 101111 Daiato
80440 I BI In u ivy H IS FixedI CurIve 5SF 4 Sin i C CoL i ia n d(H I S)
80451 H1311 nqiiry Fixed Cuv U S C5F 4 2m inin I osep Isonl
804152 1131 I nqui iv FL xed Curve 51' 4 2-i )illin IJosephlson
80453 1131 Inquiry Fixed Curve 5I- 4 [5mm Josephson
80455 [131 nqufiry Fixed Curlve SF } 4 I2-5-2mm Cournand
80456 1131 Ing ~II iV FixedJ Cur VCSF 4 [ S1 1i1 CoLu nanmd
80458 1113 Inquiry Fixed Curve 5F 4 2-S-2mm Domiato
80459 1131 luquIirv FixedI CurIve 5F 41 I 5mm 1Damiaio
80463 1131 InquirY Fixed Curve 5F 4 I 011m1 CourlldIC
80464 [131 Inqiriy IFixed Cur ve 4 = j 4 11111 COurn1ill I
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Nit in1 h11,1 er D esc r ip1tion Size1 Electrodes jpIaeti ng Ciil rye
80465 1131 Jim ntm Fixed Curve 41> ] 5mm COLH 1a11d
80466 1131 Ing uirV Fixed CurIve 4F> 4 1 2-5-2mm Coul nald
80467 1131E Inquiry Fixed Curve 41> 2mm I Josephson
80468 [El inquiryV Fixed Curve 1 _________ 5mm l osephsonl
80469 I BI Inquiryv Fixed Cur ve 4F> 4 2)-5-2 itm Joselphsonl
804173 1131 Inguiryv Fie 1Curv [U VF J1 4 iu Josel)hsoul
80476 1131 Inquiry Fixed Cur ve 5 F 4 5ini Cournand1c
80479 1131 Inqkury Fixed Cur1ve 51F 4 5mm jDamato
80484 1131 InqUirv Fixed Curve 5SF 4 5mi ospso
80485 I BI Inquir y Fixed Cur Ve 41 F 51m Josephsoul I
80501 1131 Inquiry FixedI Curve% 61> I S -- r ourmund
80508 1131 Inqluiry Fixed Curve 61; 5 2-5-2mm Josephson
805 16 1131 lug ii ir Fixed Cur Ve 61> 4 it-1 in l ICou uad

805 17 IB[ Inquiry Fixed Cuve 61> 4 _______ 2-5-2mm Josephson___________
1 80518 1131 Inquiry Fixed Curve 61, 4 10 I nni Jsephson I

80- B9 113 Iquiry Fixed Cur ve 6 F 4 1 Ciii ii Damato
80520 [131 Inqury Fixed Curve 61IF 4 101mm1 Cournanlld
80533 1131 Inquiry Fixed Curive 5F 10 2-8-2mm Special Curve
80534 I11311 nqUiry Fixed CurFve 5F IC S-30-5mm Cournand
80535 1131 tIquiry Fixed Curve 411 4 2-5-2mm Josephsonl I
80536 r 13 InIc u ihy Fixed Cur ve 4F> 4 i't Dam ado
805S37 1131 InquLiryV Fixed Curve 61K 4 10Gui in Josephson
80544 1131 ml u i ry Fixed Cu rye 5I> I10 2-8-2mimi Coun and
80567 1131 Inquiry 1-11S Fixed Curv'e 4F 4j Mul Cournandl(HiS)
80602 1131 liquiy Fixed CurTve 6F 6 -2-5-2mm jJosephlsonl
80603 1131 Inquiry Fixed Curve 61F 6 511i1u Josephson
80604 1131 I ndlU i y IiXed Cuve 6F> 6 2mmi Com unand
80606 1131 Inquiry Fixed Curve 61> 6 Smm Cournand
80627 1131 Inquiryv Fixed Curve 5F 6 5mim JosephsonI
80803 1131 Inquiry Fixed Curve 6F 8 5mm Josephson
80804 lBI Ilnq Lil V F i xed CurVe 6 F 8 2nmmi Cow nand
80806 1131 [Iiquiry Fixed Cur ve 6F 8 5inn Danmato
80810 lBf Inlg il Y Fixed Cii rye 6 I7 8 )1mm1 Conand
80820 1131 Inqiryi HIS Fixed Curve 5I> 8 20-5mm COLUrnndIIIS)

80900 111 Inquir-Fixed3Crve37701
80900 IB __ _________ Fixed ____ VC 7F 14 3-3-3-3-3-3mmi Cournan,11d

80945 If Inquiry Fixed Cuve 71- 14 3(70)3mm Cournand
81 101 113 lugiiy Steerabl-e 6F IC0 2mm Medium 32'cm
81 102 1131 Inquiry, Steerable 61? 10 2-5-2 mit Medium 3,2cm
8 1104 [131 liiquliry Steerable 61> I0 2-S-2miii Lar -c 4. 1cm

SI105 1131 liiquirv Sterable 61- 10> 2C -5- X-Larg 50cm
81 106 [El Inquiry Steer able 6F> 10 2-5-2mm Farm Reach
81 107 1131 Inquiry Steerale 611 I10 ~ u ~ Lre .c
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811W8 1131 Inq(uiry Steerabl 61; 10 21mm Large 4, 1c ii
81 109 I 11Iqir teral 61> 10 Thmii1 Large 4. 1cm
81 110 IM1 Inquiry I-I Sterable 61- 10 1-7- 1 wm I-1
81 120 11I 1IiHIqiV I-I Steerable 71: 20 I -- mm f-I
81 121 121 Inqluirv 1-I Steerable 71> 2117-1 lm I-sc
hell] French
Number IDesrilion Size Electi odes spalcing" Curve
81 124 121 Inquire1 I-I Steer able 7F> 2), 2-7- 1mnm 'I-I
81 125 121 InqUiry I-I Steerable 7F 10 2-9- 1 mm 1-

81 126 1121 lnqtiirv 1-1 Steer able I 71- 10 2-9-I mini H- Large
81 128 1121 Iqiryv I-I Steer able 71 7F 21, 5mm I I
81 130 113 Iquire Hf Steer able I 71> 20 1-9-1111 im I--Lal ge
81 131 151 Iticquiiv HI Steerable I 71: 2 1 [ 1-9-111 aim,1 ] --ag
81 134 1131 Inquire\ Fl Steerable J 7F- 2~4 2-9-hI 111 -- Large
81 136 I 1 11 Va 1iy -F Steerable 71> 20 1-1n F- Laigc
8I 142 121 In~qUire 1-I Steerable I 6F> 6 2-7-2mm 1- I--Largae
81 150 FBI [aqUtire H Steerable 71- [ 24 2-7-I min 1-1-SCF
81 171 121 Iquire Steerable 517 I o 2mm Mediunim 3.2cm
81 172 13I Itiquite Steerable S> { 10 2-5-2iiiiii MerlItin 3.2cm
81 174 1211 hquit-v S teiab Fe SI> 10 j 2-5-2 jmm Largse 4. 1cm
81 176 121 Inquir y Steerable 5 F 10 j -- n Far Reach
81 177 IBI Inquiry, Sleet-able 51F 10 I 5mm Large 4. 1cm
81 178 121 FaqUir Steerable 5 F 10 2mmi Large 4. 1cm
81 179 I BI F nqtirv Steerable 51 Si I0 I 2r11111 Extended ReachI

8120 FF3 Ten-Te 1 uoeaoa 71-0 2-10-2imm XX Large 4.8cm
81203 FB31Iniiqtir Soft Tip) Steerable 51- 10 } 2-5-2mm M'vedium 3.2cm
81207 B i Ten-Ten Du odecapo I a 71- 20 5mimi Supe rl Large 5. I ciii
81209 1SF Ten-Ten Ditodecapolar 71- 20) 2-5-2mm SupIer Large 5. 1 cI
81211 1SF Ten-Ten Duodecapolar 7> 20 2-20--25-2mmii Super Large 5.1 cm
81223 1SF Inquiry Stee-able 5I> 10 2-50-3mm X-L-arge 5.0cm
8F224 121 Inquirev Steer-able 5F 10 j 2(30)3mm iMedium 3.2cm
81401 F B 21inguire Steerable 61' 1 2mimn Small 2.7cm
81402 1211 nlq ii r Steerable 61> 1 2-5-2mam N ed i tm 3.2cm
81403 fBI InqUireV Steerable 61> 4 511113 Mediu~m 3.2cm
81404 121 Inqtuiry Steer able 61' 4 2-5-2nirii Large 4. 1 cm
81405 121 Inqutiry Steerable 61> 4 5S1111 Lar ge 4. 1cm
81406 121 Ilriuiy Steerable 61' 4 2-5-2min Extended Reach
8 1407 1 l ti ii my Steeriable 61> 4 2-5-2run Far Reach
8 14 12 1131 InqUireV Steer-abl 61> 1 2mm IExteaded Reach
81417 1131 laqaire Steerable 61> 51mm1 X-Large 5.0cm
81418 IB 121Iquiry Set-ale 1 1 2-5-21ii111 X-Large 5.0cm

-8147 1 1131 InucILtIr VSteer bleSI 4 Stun Small 2.7cm
8 1472 I111CLrtirY Steer-ble 51 1I 2-5-2nir t\Mediumi 3.2cm
8 1473 1131 Inq(uirv Steerale I 51., 1_________ 51ii11i Mediulm 3.2cmi
81474 121 Inquiry Steerable 5F 4 2-5-2nmm Large 4. 1cm
SI 475 181~ In[Ip I-IIe Steer-ale SI> 1 StuF1n111 Large 4. cia
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81478 161 InqUiry' Steerable I F4 21mil ] Small 2.7cm
81479 [ 16 Inquiry Steer ablIe I SF 4 2-5-2mm ISmall 2.7cm
8I 483 161 Inquiry IS Steerable 5 F 4 5mmn I Extended 01IlS)
81484 F mi c L, iuiryIS Steerable -51 1F 5 14 i1m I, (EN-1IuS)
814185 1131 hIquir IS Steerable I 1 SF1111iiin Extended (LX- HIS)
81503 111 CIquire Ri-Directional 61- I 5im Large-, 4. 1 cmi
8 1504 1131 InquiryN [Si-Directional 6F 10 5111m iMediumil 3.2cml
81511 1131 Inc niry Sterable 6F 6 2-5-2mm Medlim 3.2cm;
Item Fren ch

-Niimber D~escriptiorn Size Elecirotls S tiil Curv-e

81520 1131 IiiqCLiHir Steerable I 617 IC 2mil N-Largqe 5.ui
81521 1131 Inqirel So I lip Sterable 5F S 5-I 70mm Mdium~~ll/Large,
S1524 1131 1n niry1 Steer able 6F2 10 2111i11 I LargLe 4. 1cm
81530 1131[ InquLireV Steer alble 4 F 10 2mm I Medlium 3.2cm
81531 jI RI Iq ie eeable 41- 10 2-5-2mm tMedium 3.2cm
81532 161 Inquiry Steerable 41: 10 2-5-2mm Largec 4. 1 cmI
8 1534 161 Inqiryl Steerable 41F 10 5mm Larg-e 4. 1 cmI
81536 1131 Iniquiry\ Steerable 4 F1 10 2-5-2inm iMedium 3.2cm
81537 161 IquiryV Steerable l 41- 10 2-5-2mim Medium 3.2cm
81540 161 hIC~it tur Steerable 1 4l 2-S-2mmn Medcium 3.2cm
81541 1131 InquILire Steerable 41'l 2mim M'ediumil 3.2cml
8 1542 I [31 Inqu~ireV Steer able 'IF 4 5111111 Mediurll 3.2cm
815413 _131 ] npjge Steer ab le 4F1 4 2-5-2mmi Lair2e 4. 1cmn
815415 IB 161IuIV Sterable L417 4 5mmn Larg2e 4. 1c n

AF CurIVe (20mm
81578 A FOCUS Steer able 5F' 10 51111 Dia.)
81587 161 A-FoctrS I I StLeerale [ 71' 2 0 1-2.5mm 20mm (A-FocuIs)
81589 1131 A-Fo0CtrS I I Steeralble [ 7F 14 1-5-11111 20mm (A-FoctrS)
8 1591 1131 A-Foctrs I I Steerable 7F 14 1-3 -1m inin I5mm (A-FocuIs)
8 1594 1631 A- Focus I I Steelrable 71F 10 3.5mm I15mm (A-FocuIs)
81595 1631 A- Focus I I Steeriable 71F 10 Simn 20uim (A-FocuIs)
81596 161 A-FocuIs if SteeraZble 71' 10 2-7min 20rm (A-FocuAs)
8 1597 161 A-Focus if Steerable 71' 10 2-11min [ 25mim (A-FocuIs)
81599 161 A-FocuIs I I Steeraible 71' 10 smrii 25mmn (A-FocuIs)
81601 161 I iiqti iy Steerable CurIVe 61F 6 51mn IMed urn1 3.2cm
81602 11311at Inquiryv Steeraible Ctrrve 61' 6 Siam Large 4. 1 cm
81603 IBI lriqUiry Steerable CLuve J 61' 6 5mli [ Extended Reach
8 1604 161 Iriqtiry Steerable CurlVe 61: 6 51111 Far Reach
81605 161 lnqtirv Steer able Ctrr ve I 61' 6 Si111m N-Large 5.0cm

I 25mm- [Silii
81659 161 Optima Steer able L.asso j 71' 20 I -4.5mmn (Optima)
81670 1131 A-1'ocLIS I Steerable 51SI 12 2-1 I'll, 25mm (A-Focus)
816 71 IB3 A-Focus I Steerable S1F 14 2-911,1 3 0mm (A-Focuis)
81672 161 A-FocuIs 11 Steerable 51 10 2-7-21111 20nii (A-I'ocus)
81673 11311 A-Focus It Steerable 5I' 10 5m11m 20mim (A-FocuIs)
8I16741 1131 A-Focus I Steerable S F 10 5 111f 20111 (A -FocuIs)
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S1676 1131 A-I ocus I Sterble [ 5F 10 3.Snic 15mm (A-Focus)
S 1680 II A- Focus I1 Steerable 51t 0 3.5Sm it 15111I (A-Focus)

I I 25mm-IS i i
S1687 113 1 Optima Steerable: Lasso 7 7F I( 7IBIm (Optilma)

8173 I 1 nqirySot i sterabme sF10 9-8-2mim N-leditiiii/Lanrge SC
I81704 11[31 InCjUIiiV Soft Tip Steer able 5F 10 5m Niii ed im/L ar ge SC
81705 1131 F1 iLiirv Soft Ipll Steeable _S_ 10 I 2-8-2mim Medium SC

876 1131 1Iquiry Soft Tip Steerable SF10 Si Meditii/Lar1geS
811 1Inqiir HIS1 Steerble 1F 8 I 5-20-Sum Extended (I-I IS)

811 BI Optima Sterble Lasso 7F24 I -'.5mm 25mm- 15mm

81721 11311 Iiqukir Soft Tip Steerable S: F I10 2-5-2min M'editlIm SC
[temt F1 rieI
Nil mber D~escriptioni Size Electrodes- Spacing" Curve
817130 I1131 InqttirV Soft TIP Steerable SF 10 2-8-2min NMedittiiiiLarge
81732 I BI IntMIrdV Soft Ti p Steerable S1- to 2-5-2nim Meditim 3.2cm
S1733 IBI ImcqtmirV Soft Tip Siecrable S F [ 10 - 2mim Larcoe 4. 1cii

8134 FB IqurySo tTiSieeable 5 F I 10 2-5-21mm1 ULae it.,Icm
81735 [81 Inqire Soft Tip Steerable SF 10 51111 Lareec 4.1[cm
81738 IB 181 Iquiry Soft Tip Steerable 5F 10 11mm1 I atrge 'I. Icml
8 1742 }FF3 Iniqtiv Soft Tip Steerable S F 4 2-5-2mm IMedimi 3.2cm

8s1743 FBI Iquiry Soft Tip Steer able SF: 1 51111 MI muli 3.2cm
181745 181 Iniryl Soft Tip Steerable 5F 4 2-5-2mm Large 4. 1cm

FS75 I 131 O Inqu hire Soft Tip Steerable SF 10 2-5-2mm Large 4. [cm

81751 1 1131 Iqire Soft Tip Steerable - 8 21mil Metlitim 3.2cm
125mim-I 5mmi

81767 IB18 Optimia Steeiable Lasso 7F 10 7mm (Optia)
8180I 181 Iqire1 Steerable 61; 8 2mm MedC~ilm 3.2cm

81802 FBI Inquire Steerable 6F 8 2-5-2mmn MedIiumn 3.2cm
81807 1 BI InqmirV Steerable 6F? 8 2mmn Large 4. 1 C1
81809 11131 Inquire\ Steerable 61- 8 2-5-2mm Larg 4. 1cm
81823 1SF Fnqtmiry Soft Tip Steerable 6F 8 2mm Medimli 3.2cm
81871 FBI Inquliry Steerable 51- - 8 2mm Medium 3.2cm

8 1872 1131 Inquiry Steerable 5F 8 2-5-2mm Medium 3.2)cml
81873 181 In~qtilry Steerable 5SF 8 5mm Mediumi 3.2cm
81877 181 InUqti-V Steem-ble S1F 8 2mm Lm Fgie 4. 1cm
81879 [B] I nquir y Steerable SF 8 2-5-2 mm Large4 4.1c
81901 1131 Ten-Ten DLodecapolar 7 F 20 1-3-1 mil Medium 3.2cm
81I902 [B 18 en-Ten DuIOdecalar 71F 20 1 -3-1 mil I.ac-ge 4. I cml
81940 181 Inquiry Soft Tip) Steerable 61F 10 2mm Medium 3.2cm
81943 [181 Inqluir Soft Tip Steerable 6F 10 2mm L'arge 4. 1 cutl

8S1945 181~ Iqiry1 Soft Ti Serble 61 1 2-5-2mm Large 4. 1 cmI II
S819 47 1131 I nqlU irIe *Sof Ti p Steerble 61F 10 S1murii M cc]imInl/ La Irge
81951 [I8 Incquire Solt Tip Steerabtle 6F 4 5imm MeditMIti 3.2cm
81954 181 Inq~uire' Soil Tip SteeLible CF 4r Smm 'alc 4. Iciii
87000 11811 IUqtI Iry Steerable [ 7r> 10 2 5-4-2.5- Mediumi 3.2cm
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87006 1 1nui 1mrbeJ 6 10 2-5-mm M/L
lI Ii Iiv Diagniosiic Connectng

85931 Ca[)les do/ na £50 cm fl/a
lnc(ItiirV Diaeno1stic COnn~lecting 1

85953 Cables I /a J n/a I150 cm n/a

8595~l nqunv Diagnostic Connecting£5ci /

l i Iini % Diagnostic Connecting
85955 Cables A n/ - /a 150 eta n/a

lrui cIirv Diagnosti Connecting FI/85930 CARlS j naI/a I150 cm n/



SECTION 4: INDICATIONS FOR USE STATEMENT

51 0(k) Number (if known):

Device Name: Reprocessed Electrophysiology Catheters

*Indications For Use: Reprocessed Diagnostic Electrophysiology (EP) Catheters are
*intended for temporary intracardiac sensing, recording, stimulation, and electrophysicloy

mappinpof cardiac structures. The reprocessed IBI AFocus Steerable and the, Inquirym
Optima mcatheters are to be used to map the atria[ regions of the headt. The reprocessed
InquiryTm fixed curve and steerable catheters are Commonly placed at the high right atrium,~

2-right ventricular apex, and HIS bundle.

Prescription Use X AND/OR Over-The-Counter Use ___

*(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE.iF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)*

Div ion Of Cardiovscular Devices

510(k) Number /

Stryker Sustainability Solutions Page 12
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Traditional 510(k)


